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DETAILED ACTION 

Formal Matters 

1. Applicant's response to the office action mailed on 7/12/2006, was received on 
10/1 1/2006, and has been entered into the record. 

2. Claims 32-33 are currently pending and are the subject this office action. 

3. The text of those sections of Title 35, U.S.C. not included in this action can be found 
cited in full, in the previous office action mailed on 7/12/2006. 

Specification 

Objection to the specification, as set forth on p. 2 of the office action mailed on 
7/12/2006, is withdrawn in response to Applicants' amendment to the specification to update the 
bibliographic information in the first paragraph. 

Claim Objections 

1. Objection to claim 32, regarding recitation of the phrase "active like", as set forth on 
p. 2 of the office action mailed on 7/12/2006, is withdrawn. The Examiner notes that the phrase 
"active like" was inadvertently included in the objection, and as pointed out by the Applicants, 
the phrase is not found in the claims. 

2. The Examiner suggests the syntax of claim 32 can be improved by amending the 
phrase "activin like" to "activin-like". 
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Claim Rejections - 35 USC $ 1 01 

Claims 32-33 remain rejected under 35 USC § 101, regarding lack of a specific, 
substantial and credible asserted utility, or a well established utility, for the claimed antibody of 
the instant invention, as set forth on pages 2-5 of the prior office action mailed on 7/12/2006. 

In the response received on 10/11/2006, the Applicants do not set forth any arguments 
to specifically refute the assertion that the claimed invention lacks utility under the current 
guidelines that were implemented on 1/5/2001. The Applicants point out that the language of 
the claims parallels the language of the parent case, which has issued as US 6,982,319, and 
the grandparent case, issued as US 6,331,621. It is noted that these patents cited by the 
Applicants as having utility were largely examined prior to 1/5/2001. 

In response, the Examiner notes that these patents cited by the Applicants as having 
utility were largely examined prior to 1/5/2001. The '621 and '319 patents are drawn to a 
polypeptide encoded by the nucleic acid of SEQ ID NO: 9 ('621 patent), or an antibody that 
binds the polypeptide encoded by the nucleic acid of SEQ ID NO: 9 ('319 patent). The 
polypeptide encoded by SEQ ID NO: 9 of the '621 and '319 patents is disclosed to be ALK-5. 
The instant application is drawn to an antibody that binds to the polypeptide encoded by the 
nucleic acid of SEQ ID NO: 1, which is disclosed to be ALK-1. Therefore, although the ALK-5 
protein, or antibodies that recognize ALK-5, have been deemed to have utility, the issuance of 
the '612 and '319 patents does not necessarily mean that ALK-1, or antibodies which bind ALK- 
1, also have utility. It is also noted that each application is considered on its own merits, and in 
the instant case, the disclosure of the instant specification fails to provide a specific, substantial, 
and credible asserted utility, or a well established utility, for the protein encoded by the nucleic 
acid sequence of SEQ ID NO: 1 (ALK-1), or antibodies which bind to the protein encoded by the 
nucleic acid sequence of SEQ ID NO: 1 (ALK-1). However, if Applicants present arguments or 
evidence showing that the ALK-1 protein, or antibodies which specifically bind ALK-1, have 
utility, the rejection will be reconsidered. 

Claim Rejections - 35 USC § 112, first paragraph - enablement 

1. Claims 32-33 remain rejected under 35 USC § 112, first paragraph, regarding lack of 
enablement because the claimed invention is not supported by a specific, substantial, and 
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credible asserted utility, or a well established utility, as set forth on page 5 of the prior office 
action mailed on 7/12/2006, and as discussed in the above rejection under 35 U.S.C. 101. 

2. Claims 32-33 remain rejected under 35 USC § 1 12, first paragraph, regarding lack of 
enablement for antibodies recognizing any possible polypeptide encoded by all possible 
nucleotides which can hybridize with the nucleic acid sequence of SEQ ID NO: 1, as set forth on 
pages 6-7 of the prior office action mailed on 7/12/2006. 

In the response received on 10/11/2006, the Applicants argue that the language of the 
claims is enabling because the claim language mirrors that of the parent applications, which are 
now issued as US 6,331,621 and US 6,982,319. 

This argument has been considered and is not persuasive. The claims are drawn to an 
isolated antibody that binds a protein having "activin like" kinase activity. In the absence of a 
clear definition of "activin like", the claims are drawn to any polypeptides encoded by any nucleic 
acid molecules capable of hybridizing to the nucleotide sequence of SEQ ID NO: 1. Also, it is 
noted that each application is considered on its own merits, and in the instant case, the 
Applicants have not presented any specific arguments or evidence that would specifically refute 
the assertion of lack of enablement, as set forth in the previous office action. Therefore, the 
rejection is maintained. 

Claim Rejections - 35 USC § 1 12, first paragraph - written description 

Claims 32-33 remain rejected under 35 USC § 112, first paragraph, regarding lack of 
written description for polypeptides encoded by the nucleic acid of SEQ ID NO: 1, or antibodies 
recognizing polypeptides encoded by all possible nucleotides which can hybridize with the 
nucleic acid sequence of SEQ ID NO: 1, as set forth on pages 7-8 of the prior office action 
mailed on 7/12/2006. 

In the response received on 10/11/2006, the Applicants argue that the language of the 
claims mirrors that of the parent applications, which are now issued as US 6,331,621 and US 
6,982,319. 

This argument has been considered and is not persuasive. The claims are drawn to an 
isolated antibody that binds a protein having "activin like" kinase activity. In the absence of a 
clear definition of "activin like", the genus of polypeptides encoded by any nucleic acid 
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molecules capable of hybridizing to the nucleotide sequence of SEQ ID NO: 1 is not sufficiently 
limited by the claims or described in the specification. Also, it is noted that each application is 
considered on its own merits, and in the instant case, the Applicants have not presented any 
specific arguments or evidence that would specifically refute the assertion of lack of written 
description, as set forth in the previous office action. Therefore, the rejection is maintained. 



Claim Rejections - 35 USC § 112, second paragraph 

Rejections maintained 

1. Claims 32-33 remain rejected under 35 USC § 112, second paragraph, as being 
indefinite regarding a protein having "activin like" kinase activity, as set forth on page 8 of the 
prior office action mailed on 7/12/2006. 

In the response received on 10/11/2006, the Applicants argue that the language of the 
claims mirrors that of the parent applications, which are now issued as US 6,331,621 and US 
6,982,319. 

This argument has been considered and is not persuasive. It is noted that each 
application is considered on its own merits, and in the instant case, the Applicants have not 
presented any specific arguments or evidence that would specifically define the metes and 
bounds of the phrase "activin like" kinase activity. Therefore, the rejection is maintained. 

Rejections withdrawn 

2. Rejection of claims 32-33 under 35 USC § 1 12, second paragraph, as being indefinite 
regarding the omission of specific wash conditions, as set forth on pages 8-9 of the prior office 
action mailed on 7/12/2006, is withdrawn in response to Applicant's amendments to claim 32 to 
recite specific wash conditions. 

3. Rejection of claim 33 under 35 USC § 112, second paragraph, as being indefinite 

regarding the phrase "by amino acids as set forth on pages 8-9 of the prior office action 

mailed on 7/12/2006, is withdrawn in response to Applicant's amendments to claim 33 to recite 
an antibody which binds specifically to amino acids 145-166 ". 
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Double Patenting 

1. Rejection of claim 32 on the grounds of nonstatutory obviousness-type double 
patenting as being unpatentable over claim 3 of US 6,692,925, is withdrawn in response to 
Applicants arguments that the requirement for restriction in this case deemed immunoassays 
and antibodies to constitute separate, patentably distinct inventions. 

2. Rejection of claim 32 on the grounds of nonstatutory obviousness-type double 
patenting as being unpatentable over claim 1 of US 6,982,319, is withdrawn in response to the 
filing of a terminal disclaimer over the '319 patent. 

Conclusion 

No claim is allowable. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy as 
set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing date 
of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Bruce D. Hissong, Ph.D., whose telephone number is (571) 272-3324. 
The examiner can normally be reached M-F from 8:30 am - 5:00 pm. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Gary Nickol, Ph.D., can be 
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reached at (571) 272-0835. The fax phone number for the organization where this application 
or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

BDH 

Art Unit 1646 




